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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under ttie provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)0 Responsive to communication(s) filed on . 

2a)n This action is FINAL. 2b)S This action is non-final. 

3) 0 Since this application is in condition for allowance except for fomnal matters, prosecution as to the nnerits is 

closed in accordance with the practice under Ex pa/te Quay/e, 1935 CD. 11, 453 O.G. 213. 

Disposition of Clainns 

4) n Claim{s) 1-17 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) n Claim(s) 1-6,8-11 and 15-17 is/are rejected. 
?)□ Claim(s) 7 and 12-14 is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )n The oath or declaration is objected to by the Examiner. Note the attached Office Action or fomn PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (0. 
a)n All b)n Some * c)^ None of: 

1 Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 



1) I2SJ Notice of References Cited (PTO-892) 

2) n Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) S Information Disclosure Statement(s) (PTO-1 449 or PTO/SB/08) 

Paper No(s)/Mail Date 3-26-03 . 



4) n Interview Summary {PTO-413) 

Paper No(s)/Mail Date. . 

5) n Notice of Informal Patent Application (PTO-1 52) 

6) □ Other: . 



U.S. Patent and Trademark Office 

PTOL-326 (Rev. 1-04) 
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DETAILED ACTION 

Claim Objections 

1. Claim 9 and 12 are objected to because of the following informalities: 

In claim 9, an extra period appears before "5.6%". 
In claim 12, there appears a comma after "12" instead of a period. 
Appropriate correction is required. 



Claim Rejections - 35 USC % 112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claimmg the subject 
matter which the applicant regards as his invention. 

2. Claims 11 and 15-16 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claim 11 states "Oral Pharmaceutical. . ." The claim seems incomplete. Applicants are 
requested to amend the claim to recite: 

A pharmaceutical composition Oral pharmaceutical comprising a an oral solution according 
to claim 1. 

Applicants are then requested to amend claim 12 in accordance with amended claim 11. 

Claims 15-16 provides for the use of a solution, but, since the claim does not set forth any 
steps involved in the method/process, it is unclear what method/process applicant is intending to 
encompass, A claim is indefinite where it merely recites a use without any active, positive steps 
delimiting how this use is actually practiced. 
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Claims 15-16 is rejected under 35 U.S.C. 101 because the claimed recitation of a use, without 
setting forth any steps involved in the process, results in an improper definition of a process, i.e., 
results m a claim which is not a proper process claim under 35 U.S.C. 101. See for example Ex parte 
Dunki, 153 USPQ 678 (Bd.App. 1967) and Clinical Products, Ltd, v. Bnnner, 255 F. Supp. 131, 149 
USPQ 475 (D.D.C. 1966). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 

(a) A patent may not be obtamed though the invention is not identically disclosed or described as set forth in section 
102 of this tide, if the differences between the subject matter souglit to be patented and the prior art are such that the 
subject matter as a whole would have been obvious at the time the invention was made to a person having ordinary 
skill in the art to which said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

This application currently names joint inventors. In considering patentability of the claims 
under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various claims was 
commonly owned at the time any inventions covered therein were made absent any evidence to the 
contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out the inventor and 
invention dates of each claim that was not commonly owned at the time a later invention was made 
in order for the examiner to consider the applicability of 35 U.S.C. 103(c) and potential 35 
U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

3. Claims 1-6, 8-10 and 17 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Komiya et al. 

The claims are drawn to a cyclosporin solution comprising dexpanthenol, an anionic 
surfactant and a nonionic surfactant 
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Komiya et al. discloses cyclosporin formulation comprising cyclosporin, an organic solvent, 
oily substance, and a surfactant (see abstract). The reference discloses that the formulation is in the 
liquid form in an emulsion or non emulsion state (see col. 8, lines 15-20). The reference discloses 
the use of numerous surfactant including anionic, non-ionic or mixtures there of (see col. 7, lines 25- 
27 and 46-47). The reference discloses the use of enthanol as the organic solvent in the ratio of 1 to 
40% of the volume (see col. 8, lines 23-25 and 65-67 and the examples). This meets the limtation of 
claims 4-6. The reference discloses that the formulation is effective in various therapies including 
dermatifis, psoriasis and alopecia (see col. 9, lines 60-67). The difference between the prior art and 
the instant application is that the reference does not teach the use of dexapanthenol as a 
pharmaceutical agent. 

However, Thomposn et al. teach formulations that contain dexpanthenol (vitamin B5) for the 
treatment of dry skin, psoriasis, dermatitis (see abstract). The reference of Paul teaches that vitamin 
B5, when applied topically, holds water and moisturize the skin, thereby preventing dry skin (see col. 
11, lines 31-40). It is well known in the art that dermatitis and psoriasis yield dry skin which flakes 
or scales. Therefore, given the moisturizing ability of dexpanthenol and its effectiveness in treating 
dermatitis, it would have been obvious to combine cyclosporin with dexpanthenol to treat 
dermatitis. Further, it is known, that combinations of two or more compositions each of which is 
taught by the prior art to be useful for the same purpose in order to form a third composition 
which is to be used for the very same purpose. In re Susi , 58 CCPA 1074, 1079-80, 440 F.2d 442, 
445, 169 USPQ 423, 426 (1971); In re Crockett. 47 CCPA 1018, 1020-21, 279 F.2d 274, 276-77, 126 
USPQ 186, 188 (1960). As the court explained in Crockett , the idea of combining them flows 
logically from their having been individually taught in prior art. Therefore it would have been 
obvious to combine both cyclosporin and dexpanthenol to treat dermatitis and psoriasis. 
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As for the concentrations claimed, generally, differences in concentration or temperature 
will not support the patentability of subject matter encompassed by the prior art unless there is 
evidence indicating such concentration or temperature is critical. "Where the general conditions of a 
claim are disclosed in the prior art, it is not inventive to discover the optimum or workable ranges by 
routine experimentation." In re Allen 220 F.2d 454, 105 USPQ 233, 235 (CCPA 1955). 

4. Claims 7, 12-14 are objected to as being dependent upon a rejected base claim, but would be 
allowable if rewritten in independent form including all of the limitations of the base claim and any 
intervening claims. 

5. Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Anish Gupta whose telephone number is (571)272-0965. If attempts to reach 
the examiner by telephone are unsuccessful, the examiner's supervisor, Brenda Brumback , can 
normally be reached on (571) 272-0961. The fax phone number of this group is (703) 308-4242. 

Any inquiry of a general nature or relating to the status of this application should be directed 
to the Group receptionist whose telephone number is (703) 308-0196. 




March 4, 2004 



